



































Chart1

		

		FY19		FY19

		FY20		FY20

		FY21		FY21

		FY22		FY22

		*FY23		*FY23



Original Applications

Amendments

IND/IDE/MF reviews by OPPT staff

27

1371

43

1414

16

1458

21

1377

8

328



Sheet1

		OTAT/DPPT IRA files - Routings for Review

		Fiscal Year		Original Applications		Amendments

		FY19		27		1371

		FY20		43		1414

		FY21		16		1458

		FY22		21		1377

		*FY23		8		328

		These data do not reflect the number of applications received. They show the number of reviews of IRA-class files (INDs, IDEs, and MFs) conducted by DPPT staff each fiscal year.
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Sheet1

		OTP/OPPT Biologics License Application submissions received - Annual Workload

		Fiscal Year		NEW Original BLAs		Supplements		Annual Reports		Product Correspondence		PMC Submissions

		FY19		0		215		155		106		61

		FY20		0		240		134		120		57

		FY21		1		209		115		93		67

		FY22		3		193		116		74		62

		*FY23		1		74		49		24		36
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